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The preliminary amendment received 6/15/06 has been entered and claims 1-20 
are currently pending in this application. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described In a printed publication In this or a foreign country or In public 
use or on sale In this country, more than one year prior to the date of application for patent In the United 
States. 

Claims 1-8, 14-20 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Richardson. 

Richardson (5,221 ,606) entitled "Reagent and Kit for Enzyme Assay Comprising 
A Substrate Consonant with Given Enzyme to Be Assayed" teaches in column 1 last 
paragraph bridging to column 2, the chromogens are adsorbed onto filter paper or a 
membrane when are then an indicator of the presence or absence of a particular 
enzyme for dipstick devices. In column 1 1 enzyme substrates are selectively absorbed 
on to cellulose and related polymers giving intense colors which are not leached from 
the polymer by water. In line 43 the sample may be urine. 

All the features of the claims are taught by Richardson for the same function as 
claimed. 
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The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-20 are rejected under 35 U.S.C. 103(a) as being unpatentable over the 
combination of Richardson in view of Bochner. 

See the teachings of Richardson above. 

The device claims differ from Richardson in that they include a number of 
chromogenic enzyme substrates, Mg+2, buffer, layered filters. 

Bochner (5,464,755) entitled "Microbiological Medium and Method of Assay" 
teaches in column 1 line 32 that urine is a type of sample tested. In column 7 lines 21 - 
27, rapid tests include enzymatic assays, stains, and filtration that is colorimetric. In 
column 9 lines 16-37, selective media with multiple colorimetric substrates are listed. In 
column 13 last paragraph, urinary tract pathogens are plated on multiple compartment 
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dishes to distinguish various pathogens. In column 41 Example 15, Mg+2, a common 
enzyme cofactor is added to enhance enzyme activity. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to employ the device of Richardson and include any desired known selective 
substrates to identify bacteria because Richardson teaches identifying bacteria with 
chromogenic substrates and to then include any known or multiple chromogenic 
substrates for their known function as taught by Bochner with the expected results 
would have been obvious. Identifying bacteria on any type of substrate with known 
chromogens is old. Cellulosic filter paper has pores of many different sizes. And 
adding reagents known to preserve activity of bacterial enzymes desired to be detected 
as taught by Bochner would have been obvious. Filtering bacteria with buffers is old. 
Regarding layers, the filters of Richardson reads on layers as claimed. 



The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification sliall conclude witli one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-20 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Each of the following applies in all occurrences. 
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A reading of the specification reveals a device and method for determining the 
type of bacteria present in urine where the device has multiple filters each filter having 
different pore sizes to concentrate different bacteria on each filter and different multiple 
chromogenic substrates coated on the filters to identify types of bacteria in different 
regions. The references of record do not fairly suggest or teach this device or method. 
However, this has not been claimed. 

There are a number of instances of lack of antecedent basis in the claims, for 
example in claim 1 line 1 "the characterization". In claim 1 "characterization of 
microorganisms" is unclear as to what sort characterization may be intended. In claim 8 
line 2, "chosen from" is improper Markush terminology. In claim 10 "IPTG" should be 
spelled out in the first occurrence in the claims. In claim 12 "a 903 membrane" is 
queried, note that trademarked names are improper in claims. In claim 13 "a different 
filter" is not understood in context where no filters are seen. In claim 14(c) "leaving" is 
not a proper positively recited method step. And what the incubator may be set for is 
unclear. The last step of claim 14 does not accomplish the preamble of the claim, 
where "in order to ascertain the bacteria present" is not in any order and what is 
ascertained is not set forth. 
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The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

The abstract of the disclosure is objected to because it does not describe the 
invention. Correction is required. See MPEP § 608.01(b). 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Aoyama (JP 2001-321 196) teaches a layered culture medium for detecting pathogens. 
Lee (WO 02/33414) teaches multiple pathogen detection. 
Thompson (5,096,668) teaches devices for determining bacteria. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ralph Gitomer whose telephone number is (571) 272- 
0916. The examiner can normally be reached on Monday - Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571) 272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Ralph Gitomer/ 

Primary Examiner, Art Unit 1657 
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